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AGENCY Number :
Office of Pesticide Programs 74234-1

Antimicrobials Dlvrsron (751OC) '
1200 Pennsylvania Avenue NW
Washington, D.C. 20460 E

NOTICE OF PESTICIDE
X Reglstr@t;on
Reregisﬁration

_LMP—102

v(under FIFRA, as amended) : :

Name and Address of Registrant (include ZIP: Code) !

Intr alytlx Inc
323 W. Camden Street
Baltimore, MD 21201

-On the basis of information furnlshed by the reglstrant the above named pestrcrde is hereby regrstered/reregrst
Insecticide, Fungrcrde and Rodenticide Act. ; j
|
Registration is in no way to be construed as an endorsemer?t or recommendat:on of this product by the Agency to protect
health and the environment, the Admmrstrator on hrs mollon may at any tlme suspend or cancel the fegistratiol icide in
.accordance with the Act The acceptance of any name in connectron with the registration of a product under th not to be
construed as giving the registrant a nght to excluswe use of the name or to its use if it has been covered by oth
\ This product (OPP Decision No. D 342291) 1s condxtlonally regrstered in accordance with
— FIFRA sec 3(c)(7)(C) provided that you: |
1. A monitoring plan must be prepared and submitted that is de51gn ed t support the
responsible use of this bacteriophage proquct The momtorlng plan will be subm1 ] fi for EPA
{| review and approval within two months after the reg1$trat10n date. The momtormg willistart within
-2 months after Agency approval of the mon itoring plan -
‘Ma: utormgPlan
A momtonng plan designed to observe and address bacterlophage resistance is. requ1re Che results
of the monitoting are to be reported to the Agency The components of each docur 1ent listed
below:
53 éna ure f Approving Official: ‘ Date:
j elma Xo le a Lo ‘ ?
| - Todue agel Todiot CONCURRENCES .
l SYMBOL Regulatory anagement BTHICH ; :
' Aﬂtmefebl S‘D!Vl&l()n-(’z:‘: l‘OP)"""""'O oi’-@...-...-. _QOQE’?Q.'.-.n.'.Q‘ LR Y L X R ) beecae
SuRNAME BE e J.
DATE eevo esscenas 4-.-........--..----oc-coi_co-.--c-ooo o.-:oo..-oolc-nno -‘----o.--.ocoono'- eedreesoevevecscvuvacn
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Page 2

EPA R 742 : . ?
eg. No. aﬁnlreo STATES ENVIEONMENTAL‘ PROTECTION AGENCY 7'

?:G

The monitoring plan submitted on July 8, 2"05 an:l rev1ewed by the Agency must be ngfnended -

to include: _ _ | 3 _

‘(1) Recording of consistency of use conditions (tempierature humidity, and use ﬁatter

l i

(2) An explicit description of how the strains of “presumptlve Listeria monocytogene i
characterized at the production laboratory.: It will be important to speciate them before
concluding that there is resistance to L. murocytogenes Some description of the -spec ;iition

-equired. Food processing facilities are not/]

methods planned, and the Q/A involved, i
want to have their strains speciated, or at least not l1ke1y to warnt the results generally
so a discussion of how that information would be handled is warranted

(3) This cnterla must be used in selectmg new monophages for 1nclu31on y

a. The new monophage is lytlc for Listeria monocytogenes strain(s);

b. The new monophage sat1sﬁes the “lytic phage criteria, as defined by (1) plagy
morphology (clear plaques), and (ii) target range (Iytic against > 5 genetmally-

as defined by PFGE—L. monocytcgenes stra1ns)

c. The new monophage does not contain bacterxal toxm—encodmg genes 11sted
40 CFR § 725.421.

‘:'v H
K

o S A

}i.z l'r';;"

,l.,l

Each accepted ‘new monophage will be characterlzed in the same ngorous mat

were all of the monophages currentlv contamed in LMP-102.i Spemﬁcally, for

— |
B Phage morphology charactenzaimn by naked eye inspection and/or hght m
B Taxonomy determination, by el ctron m1croscopy _
B DNA size estimation and purltv determmatmn by pulsed field gel electropl_}"
(PFGE) . - »‘ff
@ Full genome sequencing and ana ysis for the presence of bacterial- toxm engodi
genes listed in 40 CFR § 725. 4/.1 and bactenal 16S ribosomal RNA gen
B Genetic ﬁngerprmtmg, by restr1c:10n fragrnent length polymorphlsm (RFL]
‘#@ Protein fingerprinting, by SDS PAGE J
Monitoring Plan Report
A Mon1tonng plan report must be subm1tted to the Agency every 6 months or as data i
(wh1chever 1s shorter). It must include:
! \ il
(1) The “phage removal and replacement” strategy when res1stance is observe
(2) A new CSF; - _
() Chemisiry data and any othezrmmma T T threcor which-
O e, thejresistant bactrium was id¢ntifiec must pe suBmltted SUppOTT Ch
SURNAME | o téii.ﬁ.r.e.i).é}.é.t.l.éﬁ;........_.-.. 993000s0mmortterefasremaveranceses sesscecccsasaniacfaids o se0000ssscesncaas
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EPA Reg. No. 74234-1

Enclosure:

;
i H
i i
!

i i
! iR
i .
i b
H i
i

; o
Velme Noble -
Product Manager (31)
Regulatory Management Branch
Antimicrobials Division (7510P)

1
i
)

i

. Stamped Label ) :
Efficacy Data Evaluation . f;

30



80/01/v

.:wB:EE
¢ JO WNWIUIW B JIOJ 90BJINS Pajesr) ay)
UO UIBWIS1 0} 70 [ -JJN'T MO[[V "99B}INS JO
%, p A[rewrxoidde jean M Zo1-dINT 1O
U OS INOQY "PAIdA0D A[YSN0IOY) ST JRLINS
108101 2y} 1BY) OS ZOI-dINT JO Siunowe

yuaroyyns A1ddy  -a3uods 10 yiop e Yrm

Io Suikeids £q saoejans 03 70 1-dIN'T A1ddy

" yonpoxd
-Ioznues 2y} Suisn 03 Joud sejnuIw G 3sBI|
1® 201-dINT Alddy  sioznues paaoidde
vdd Y weidoid [OIU0D  [RIQOIOT
pajer3ayur ue jo yed se zoI-dJINT 9SN

yuawdinbas j0v1U00
pooj-uou pue Zuneld pue SuUIRIp ‘SIOO[J
‘S[rem apnul ZO1-dIN'T Y pajeans oq
ueod JeY) SOORLING “SjUdWsijqelss Jurpuey
-pooy pue (0} yrod “eawr ‘Anpnod)
syueld Suissaooid pooy ur saoRLINS 10BIUOD
poOJ-uou U0 SauU2Z0}(O0UOW D1IDISIT

Jo [onuoo oy ul ‘asn 0} St ZO[-dN'T

Burfeqe

ST UM JUDISISUOdUT JduueW & Ul jonpoid
SIY}) oSN 0} MEB[ [RIOPS] JO UOHR[OIA B SI ]|
3s[) J10J SUONAIIJ

AN ‘slowneq
1924 Uspwe)) "M €7¢
"ou] ‘xnApenuy

:SJUAUOY) 1ON .

pouSisse aq 0], "ON 1S9 Vdd
-7E€TrL ON 809 Vdd

NOILNVD

NHIATIHD 40 HOVHY 40 LNO d93A

666666 T e syuoIpaISuy you
NXLOOOOO St mOMNEQOCDHONm
onj1oadg sauadordoouopy viiasry

WDAPAITUT 2ANOY

‘SOOBLINS

[RIUSUWUCIIAUS JO UOPRZNIUES pue Suruea]d

0] pareja1 asoy) Surpnpour saonoerd [01U0D
[RIGOIDTW JUSLIND [[B MO[[O] O} SNUHUOD IS

s1osn {saonoerd uoneznues pIepuels Joj aynsqns
_ & jou pue 0} yuawslddns e 1 Z01-JIN'T JO asn oy L
"SOINUTW ¢ UTIIM SaUdZ01400u0W DLIDISTT JO %66
[T ZOT-dIN'T Y2y) umoys sey 3unsa) A10)eI0qe]

sjuowysI[qelsy SulpuBl-poo,] pue
sjue[d SuISSa001J POO,] UI asn 10,]
SaUz30]A00U0W D1A2}517] ISuredy
as() 10J [e1GOITWNUY

LOT-dIN'T

qustrdinba 10 $a0BJINS [EJUSUINTONIATUS
oSewep 1o 9pOLIOD 10U S0P 7O[-JINT 'S9OBLINS JO
sadA) 1e yum sjqueduwros i3] "UOHERNWIO] [enndu
Hd & st Z0I-dINT  Inooo 01 A[ayi] A[qeuoseal
S118Y) pIeZey B Se Saua3014A00uUow D12)s1T PIIULpI
oaey ey swerSord JOVVH W osn, JO [eapl
SI ZOT-dINT  uasaxd st sauadojfoouow vi121S17
araym sjuowmysi[qeise  Surpuey-pooy pue syuerd
Sussa001d-pooy ur asn 10§ pauSisap A[reoyroads st
1] “Sauadojdoouow vre23s17 ‘wadoyyed o Surjjonuod
103 yoeoidde Teoraro-uou hmo>oa e ST Z01-dIN'1

UondIIds3(] Jonpoig

Vdd
9} JO 201JO [eUOIFIY J0 pIeog I9jBA\ 9)BIS INOK
ruos ‘oouepmd 1og -Auoyine jueld jusueon
o8emoas [eoo] oy} SuiAnou Asnoradid noyim

-SwoISAS Jamas 0} Jonpoid siy) urureiuod jusnyye

a3reyosip jou o o31eydsIp o} Joud paynou useq
seq Auoyne Sunyuad oy pue yuad (STAIN)
wasAS uoneuTwig 9818YdSI(T JuRIN[Od [EUONEN] B
JO sjuowaIrnbal 51} YLm S2UBPIOOIL UT SSO[UN SIojem
IOUIO JO SUBI0 ‘SaLIRMS? ‘spuod ‘swean)s ‘saxe[ oy
jonpoxd snyp) Surumejuods juenpye 931eyosIp 10U o

*(1oge] 2y} UO papn[ouT 3q [[1M JusW)e)s SUIMO[[o]
a1 ‘moea18 1o suof[ed ¢ SI 9ZIS ISUIRIUOd JI)

SpJaeZeH jejyudmuiuoIIAuyg

“Surpuey

Ioyge 1ojem pue deos mpim A[y3noioy) ysem
‘FuyIop 10 UDs ‘Sahd UM JORJUOD PIOAY
S[RWIUY d1SaWOo(] pue suewny o} spiezey
SUEITEIGTS

BUONNEBIAIJ




"aqous
Jo no Aejs ‘pauang J1 -Surwing £q ‘sonioyne
[e90] pue 21€1s £q POMO[[E JI 10 ‘UOTIRISUTIUT AQ
10 ‘[[ypue| Axejiues e ut o ssodsip pue sxmound
Jo ‘FuruonIpuodas 10 JuroK031 I0J JoJJO USYL
(yusreamnba 10) asurr o[di1], T{ESOdSI(] JoUTEIUO))

‘Ayproey resodsip aisem paroidde ue je
IO 9J1S-U0 JO pasodsIp aq Aeur Jonpoad STy Jo asn
o1} woyy 3ury[nsal $9)SeA| [eSOdSI(] opIonsad

D
P 18 Ioutejuoo snsejd [ewWS1I0. U1.910)S. TITLI0NS

"TVSOdSId ANV HOVIOLS




